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1. 



2. 



This international preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 



This R6PORT consists of a total of 

□ 



sheets, including this cover sheet. 



This report is also accompanied by ANNEXES, i.e., sheets of die description, claims and/or drawings 
which have been amended and are the basis for this report and/or sheets containing rectifications made 
before this Authority (see Rule 70. 16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 

Basis of the report 
Priority 

Non-establishment of report with regard to novelty, inventive step and industrial applicability 



Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 
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Date of submission of the demand 
01 October 2003 (01.10.2003) 



Date of completion of mis report 
11 May 2004 (11.05.2004) 



Name and mailing address of the IPEA/US 
Mail Stop PCT, Attn: DPEA/US 
Commissioner for Patents 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
Facsimile No. (703) 305-3230 
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Telephone No. 571/272-1600 



Form PCT/IPEA/409 (cover sheet)(July 1998) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



I. Basis of the report 



m 



International application No. 
PCT/US03^^r 



1 . With regard to the elements of the international ^plication: * 
the international application as originally filed, 
the description: 

Pages 1-75 as originally riled 



pages NONE 



pages NONE 



filed with the demand 
filed with the letter of 



the claims: 
pages 76-92 



pages NONE 



pages NONE 



pages NONE 



1 I the drawings: 
pages NONE 



_j. as originally filed 

— • 335 amended (together with any statement) under Article 19 

filed With the dftmanrf 

filed with the letter of 



pages NONE 



pages NONE 



__i as originally filed 
_, filed with the demand 
filed with the letter of 



CD the sequence listing part of the description 
Pages NONE t as originally filed 



pages NONE 



pages NONE 



filed with the demand 
filed with the letter of 



2 * ™ fl 2f? S ^5^ ,a8B ' ^ ** 6lementS marked above were available or furnished to this Authority in the 
language in wnicn tne international application was filed, unless otherwise indicated under this item 

These elements were available or famished to this Authority in the following language which is: 

Q the language of a translation furnished for the purposes of international search (under Rule23. 1(b)). 
LJ the language of publication of the international application (under Rule 48.3(b)). 

» Sto sfa)* ttaaSm<>n famished f ° r of international preliminary examiiiation(under Rules 

3 " .™ "f^ to fy ™«>eotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing- 

□ contained in the international application in printed form 

□ filed together with the international application in computer readable form. 
I — I furnished subsequendy to this Authority in written form. 
LJ furnished subsequendy to this Authority in computer readable form. 

□ The statement that the subsequendy famished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. ^ 

^ ^^S^* 6 iDf0rmati0n reCOrd£d * oom P uter re **aMe form is identical to the written sequence listing 

The amendments have resulted in the cancellation of: 

□ 

the description, pages NONE 

□ the claims, Nos. NONE 

□ the drawings, sheets/fig NONE 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70 2(c))** 8 

M^?JZ^oriZ^l!^ e ^ mfiMed V** reCeMn8 ° mce in KSp0nSe l ° an iMon ^ **** 14 are referred to in 
tms report as originally filed and are not annexed to this report since they do not contain amendments (Rules 70 ifi^nrn 
** Any replacement sheet containing such amendments must be referred Wander item 1 Zd^^Tothfs^ort ^ 
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International application No. 



m Non^stablishment of opinion with regard to novelty, inventive step and industrial appUcability 



1- The question whether the claimed invention arm^re u~ + ' — ; 

to be indusuiaUy applicable have ^^^^t^^Zl^ T " P °° * OT 

die entire international application, 
claims Nos. 30 



□ the said international application, or the said claim Nos. relate to the followine subiect ma *t„- a 

not require international preliminary examination (spedfy)~ Allowing subject matter which does 



□ die description, claims or drawings (indicate particular elements below) or said claims Nos are so uncles 

that no meaningful opinion could be formed (specify): 6311 



opinion could be formed. 
ed ascoadonal search report has been established for said claims Nos . 30 



2. A 



LJ the wnnen form has not been furnished or does not comply with the standard. 

□ ^^^npuier readable form has not been furnished or does not comply with the standard. 

(Box ID) (July 1998) 
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V. Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. STATEMENT 

Novelty (N) 



Claims 5 , 7-20, 22-29, 31-41 



Claims 1-4, 6, 21 



YES 
NO 



Inventive Step (IS) 



Claims 5, 7-20, 22-29, 33-37, 40, 41 



Claims 1-4. 6,21,31,32, 38, 39 



_YES 
NO 



Industrial Applicability (IA) 



Claims 1-29, 31-41 



Claims NONE 



YES 
NO 



2. CITATIONS AND EXPLANATIONS 

Claims 1-4, 6 and 2 1 lack novelty under PCT Article 33(2) as being anticipated by Rasmusson et al. (J. Med. Ghem. ). 

Rasmus son et al. disclose Azasteroids : Structure-Activity relationship for inhibition of 5 alpha-re ductase and of androgenic receptor 
binding. The compound no. 29 ( see table HI on page 2301 ) disclosed by Rasmusson et al. is detrimental to the novelty of instant 
claims. 

Claims 1-4, 6, 21 , 31, 32, 38 and 39 lack an inventive step under PCT Article 33(3) as being obvious over King et al. ( U.S. Patent 
no. 5,187,278). 

King et al. disclose 4-Aza-5alpha-androstan-3-one steroids having potent inhibitory activity against 5- alpha reductase. The 
compounds disclosed in examples 5 and 6 ( see column 6 ) by King et al. differ from the instant compounds in having bromine or 
iodine at position of the tetracyclic ring instead of fluorine. However, fluorine, bromine and iodine are all halogens and therefore, 
substituting one halogen with another halogen at 2 nd position will not affect the utility of the compound and therefore, is not 
considered an inventive step. 



Claims 5, 7-20, 22-29, 33-37, 40 and 41 meet the criteria set out in PCT Article 33(2)-(3), because the prior art does not teach or 
fairly suggest die instant compounds of formula (I), pharmaceutical compositions containing these compounds and a method of using 
these compounds. 

Claims 1-29 and 31-41 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter 
claimed can be made or used in industry. 



NEW CITATIONS 
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